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i 3 voujknou, the^Environmental Protection Agency, :n June 
of 1390, issued a draft risk assessment: on environmental 
tobacco smoke. The draft risk assessment is a preliminary 
analysis of whether or not exposure to ETS can result in 
an increased risk of disease. It recommended that —TS be 
classified as a human carcinogen and it estimated that ETS 
is associated with 3,300 excess lung cancer deaths per 
year. It also concluded that ETS exposure is associated 
with an increase in respiratory illness in children. 
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Also in June of 1990, the EPA released a draft policy 
guide which recommended that ETS should be eliminated in 
workplace settings and public settings. The EPA reached 
this conclusion even though the risk assessment did not 
address workplace exposures or exposures in public 
settings. The studies the EPA considered covered only 
spousal smoking in the home. To be justified in making 
recommendations relating to the workplace and public 
settings, the EPA should 'nave required research and 
studies that examined the latter two situations. 
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In December of 1990, an external panel of scientists 
called the Science Advisory Hoard convened to determine 
vhether or not the science involved in the assessment 
supported the draft's conclusions. And indeed, the board 
agreed with EFA's conclusion. 
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Hy intention today is to show, first, that the. science in 
fact does not support the conclusion reached by the SPA 
and the Science Advisory Board. Second, I will show now 
the conclusion they reached is a result of bias; a bias so 
strong that the EPA's own long standing guidelines for 
determining carcinogenic risk were all but ignored. 

Indeed, that based on those guidelines, ETS should no more 
be classified as a Group A or human carcinogen than milk, 
green tea, pork consumption, physical inactivity, or ether 
ccmmon factors for which increased risks have been 
reported in epidemiological studies. 

|W*3 , U>.Owr^ } 

expect you teo^be skeptical about what I tell you 
today. I only ask that you apply that skepticism in an 
even-handed manner to those who have differing views. 


r\3 

CJI 

o 

CO 

o 

o 

o 

00 

4* 

or* 




Source: https://www.industrydocuments.ucsf.edu/docs/mzwkOOOO 



- SLIDE 


5 


When “ve calk about envicorunenta 1 cobaccc smoke, ve are not 

talking about "mainstream smoke," the term applied to 

=moke chat is inhaled through the mouth directly from the 

Co ql. oavicnnO- _ 

cigarette. 4re~a-re—anraee of the literature reporting that 
mainstream smoke is a risk factor in the contraction of 
lung cancer in smokers. 

But mainstream smoke is not the same as environmental 
tobacco smoke. Environmental tobacco smoke is a 
combination of the smoke that comes from the lit end of a 
cigarette, otherwise known as side stream smoke, and the 
smoke exhaled by the smoker. ETS is chemically different 
from mainstream smoke. But more importantly, STS is 
rapidly diluted in the air. W%— c-on-tend, based on 

Cnj^bCaae'3 xeAA-e^ uSeoJd 

scientific research available today, t&at sts may be an 
annoyance to some individuals, but there is no convincing 
scientific data for the claim of increased risk of 
disease . 
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When epidemiologi 
of relative risk. 

Relative risk is represented by a number that symbolises 
the risk on a sliding scale. The number comes from a 
simple mathematical calculation. 

A relative risk that is less than 1.0 means there is a 
decrease in risk. 

A relative risk o£ 1.0 means there is no increased risk. 

A relative risk betveen 1.0 and 3.0 is viewed as a weak 
association. Based on the EPA's own guidelines/ a weak 
association is nor a sufficient basis upon which to 
declare any agent, much less STS, a human carcinogen. 

A relative risk that is greater than 3.0 suggests a 
scrcnger link. 


calk about risk, they speak in cam 
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When I merit: i oned 
I was nor being 
re la rive risk of 
pasteurised milk 
tea in one study 
Pork consumption 
2.4, and physica 


:ni 1 k, green tea and those other factors, 
facetious. Studies that examined the 
contracting lung cancer from «i<pTOsnire~-to' J 
carried a relative risk of 2.1. Green 
was reported to increase the risk.to 2.7. 
was reported to have an increased risk of 
1 inactivity was reported to have an 


increased risk to 1.5 


Does this mean that drinking milk and green tea are 
life-threatening, or that if you don't go on an exercise 
program tomorrow you will certainly develop lung cancer? 

Of course not. What it means is that the methodology 
being used to measure these activities is questionable — 
and perhaps misleading — in identifying any risk factor 
at all. 


In all cases they are weak associations. And certainly 
there is nothing to suggest that these things should be 
classified as human carcinogens. 
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(ilou, yhat do you think the EPA concluded the relative ris 
to be from exposure to ETS? The answer is 1--3 based on 
questionable combination of all the data. Which is lower 
than risks reported in studies on milk, green tea, pork 
consumption, and physical inactivity. It is also lover 
than the relative risk reported in studies on Vitamin A 
deficiency (2.2}, Radon (4.3), and family history of 
Tuberculosis (10.0) . 

Yet the SPA, in its draft assessment, concluded that ETS 
is a human carcinogen. And the Science Advisory Board 
agreed. Why? If you gat the opportunity to ask the EPA 
that question, please do. And let me know the answer 
because, from a scientific basis, I can *t understand how 
they reached that conclusion. 
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Calculating etc relative risk of exposure '-o an -■•jsne - — 
vhse epidemiologists do. Epidemiology is n statistical 
science chat is used to identify agents that may 
potentially ce associated with disease in a given 
copulation. ?oc raw data/ epidemiologists of _ s n u^e 
information supplied by people through Questionnaires. 
These questionnaires usually require people to recall 
exposures dating back to their childhood. I believe 
Deopie answer such questions as honestly and as accurately 
as they can. I also know that my recollections going back 
30 some years are inherently suspect. 
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I should point out that the EPA did not review any animal 
studies on ETS in reaching its conclusion. If it had, it 
would have found that all animal inhalation studies known 
to date are negative. No one has been able to induce lung 
cancer in laboratory animals by exposing them to 
environmental tobacco smoke. 

Why was this fact not taken into consideration by the EPA? 
Again, please ask them. 


Source: https://www.industrydocuments.ucsf.edu/docs/mzwkOOOO 
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And while you're ac it, please ask the EPA about the 
epidemiological studies it did review in reaching its 
.conclusion. 
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If you probe carefully enough, you will learn chat, of.the 
24 epidemiological studies relied on by the EPA at the 
time it was conducting its risk assessment, 19 reported no 
stacistically significant increased risk of lung cancer 
among nonsmoking spouses married to smokers. 

I repear, 19 of 24 srudies reviewed by the EPA reported no 
statistically significant increased risk. 

Those 19 studies included a Yale University study. At the 
time, it was the largest study on ETS ever conducted in 
the United States. It reported no statistically 
significant increased risk due to exposure of ETS from a 
spouse smoking at home, or exposure to ETS in the 
workplace or in social settings. 

Still, the EPA decided not to include the data from that 
study. Instead the EPA estimated that exposure to ETS 
carried a relative lung cancer risk of 1.28. 
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i.'ow, if one considers the full body of scientific research 
available, including three recently^published studies that 
I'll describe in a moment, that relative risk, viiich 
already represents a weak association, would droD to 1.0a. 
an even weaker association and no longer statistically 
significant. I remind you 1.0 means no increased risk. 
Hone. 
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In point of fact, only five of the 24 studies relied on by 
the EPA at the time reported any statistically significant 
increased risk. Regardless, it remains incomprehensible 
to me how the EPA, from a strict scientific standpoint, 
could go from a weak association to declaring ETS a human 
carcinogen. 
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Statrs's. ihe studies uere conducted in fTTrelon 
oc a 1 1 it rr i ■*. g a -g i ja. a . g 4*fcy Asia. They did not consider on a 
uniforn basis certain factors, known as confounders, that 
night influence relative risks for lung cancer. Yes, the 
subjects in these studies were exposed to ETS. 2ut they 
were also exposed to coal burning stoves or heating 
devices and cooking techniques that produce oil vapors. 

So, the L’PA' s relative risk of 1.28 did not take those 
other factors into account. The EPA did not, and could 
not, separate them out. .And even then, the association is 
weak. 


- SLIDE 14 - 


I must add that not one single spousal study 
the United States has ever reported a statistically 
significant increased risk due to environmental tobacco 
smoke. Not a single one. And considering the vast 
differences in cultures and lifestyles that exist outside 
U.S borders, differences that can skew data to a 
significant degree, the lack of significance in U.S. 

0^ O. US’- cvca-V- aspect') 

studies in the review process^casts further doubt on the 
EP.A’s findings. 
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Since tiie Z?A reviewed the studies back in June, 1990, 
three other studies, which I mentioned just a moment ago, 
have Dean published. These studies took the confounders 
into account and reported no increased risk to spouses 
from ETS. 

For example, the Sobue Study, conducted in Japan, reported 
no increased risk for lung cancer attributable to ETS 
from spousal smoking. The study reported that past use 
of straw or wood as cooking fuel may be a risk factor for 
lung cancer among nonsmoking women. 

The Liu Study, conducted in China, reported a 
statistically significant association between chronic 
bronchitis and a family history or lung cancer and lung 
cancer incidence. The authors also reported that lung 
cancer was associated with the duration of cooking food, 
but not with environmental tobacco smoke. 


t 
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The nU-Williams/Blot Study investigated the association 
between many potential risk factors and lung cancer 
incidence in women in china. An elevated risk was 
reported for exposure to air pollution from coal burning 
heating and cooking devices and for exposure to cooking 
oil vapors. N’o increase in risk was reported for exposure 
to spousal smoking. 

The ffu-Williaias/31ot Study, the largest/in the world, vas 

{<\<\o 

published in December^at the time of the Science Advisory 
Board hearing. Or. William Blot, a Science Advisory Board 
member, apparently never once divulged that he vas the 
co-author of a comprehensive study that reported no 
increased risk for ETS exposure. 

Some might call it suppressing information* Whatever it 
is, it certainly is curious, and perhaps worth asking him 
the question. 


J\7 

cn 

o 

CO 

o 

o 

o 

CO 

cn 

O'* 


- .13 - 

Source: https://www.industrydocun . its.ucsf.edu/docs/mzwkOOOO 



Mow, it you're keeping count, the scorecard looks like 

this. 

22. studies report no statistically significant increased 
risk. Five studies, as slaved as they are, report an 
association, but one that is very weak. Yet the EPA, in 
its draft risk assessment, declared ETS to be a human 
carcinogen. The logic escapes me. 

I have further trouble understanding vhy the EPA failed to 
include at least 25 studies available to it regarding 
respiratory effects of ETS and other factors on children. 
The EPA did not consider one of them. If the EPA's 
intention was to base its conclusion on a thorough 
examination of the available science, it clearly failed io 
do so. 


Vhv is the full body of science not applied? Again, ask 
the SPA. 


Based on this information, I hope you can see vhy ve 
many scientists contend that, based on the body of 

scientific research available, the claim that ETS causes 
disease in nonsmokers is not justified on a scientific 
basis. 
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The question remains, hov did the SPA, in its draft risk 
assessment, conclude that ETS is a human carcinogen? 

When the relative risk o£ STS is only 1.28, which is a 
weaker association than has been reported for pasteurized 
milk, green tea, pork consumption, and physical 
inactivity, 


When 19 of the 24 studies available at the time reported 
no statistically significant increased risk. 


When the 
risk did 
suggests 




<2Lv-\ 


iiva—f-»r-edrgn studies that reported an increased 
not separate ETS from other factors that research 
may be linked to lung cancer in nonsmokers. 


And even then only arrived at a relative risk of 1.28. 
Which is actually a risk estimate that dees not exclude a 
number of other agents, such as air pollution, coai 
burning,heating and cooking devices and cooking oil 
vapors. 


When the largest study ever conducted in the United States 


reported no statistically significant increased risk among 


spouses in the home, emong co-workers in the workplace or 


in social settings. y, 
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Vhen the three most recent studies reported no increased 
risk or lung cancer from ETS. 

When computations based on the current body o£ scientific 
evidence are taken as a whole, they report the relative 
risk to be even closer to 1.0, or no risk at all. 

When, as reported in the WASHINGTON TIMES, the chairman 
of the Science Advisory Soard said the possibility of 
contracting cancer from environmental tobacco smoke is 
"a small added risk, probably much less than you took 
to get here through Washington traffic.” 

When he said, also in the WASHINGTON TIMES, that che 
widespread use of coal stoves for home cooking means 
that Chinese women are exposed to excessive amounts of 
coal smoke, which is a reported carcinogen. 
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when he said, in “he same 
excess lung cancer deaths 
of ETS exposure, that the 
chat figure." 


article, referring to the 3,300 
the EPA concluded were a result 
evidence "is too weak to support 


When the Science Advisory Board itself could not endorse 
the EPA's estimate either. 

When all available animal studies are negative. 


when every spousal study of ETS conducted in the United 
States reports no statistically significant increased 
risk. 


Excuse the litany, but those are the facts in this case. 

I hope one day that you in the media will get logical, 
scientific answers to these questions. I certainly don't 
have any. Maybe the EPA does. 

Hut let me give you some food for thought about how the 
EPA reached its conclusion. And then I'll take a stab at 
why. 
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The how is quite simple. As I said at the beginning, the 
EPA ignored its own guidelines for conducting risx 
assessment. These guidelines were published in the 
Federal Register in 1336. The guidelines were established 
to insure that all EPA risk assessments are consistent. 
That all risk assessments are done by the same rules. 

In the case of ETS, however, the EPA seems to have broken 
the rules. Or, one could say the SPA created its own set 
of rules just for ETS. Let me explain this notion with a 
few examples. 
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Wot long ago, the EPA published a risk assessment on 
electromagnetic fields emanating from high tension wires. 
Electromagnetic fields, or EMF, have been linked to 
childhood leukemia. 

The epa decided that EMF did not pose a significant risk 
to children. One of the reasons it cited for this 
conclusion was that published studies reported a relative 
risk of approximately 3.0 with childhood exposures. That 
a relative risk with EMF of 3.0 was too low for the EPA 
to declare EKF a significant risk. 
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I 


2ut the EPA said that the 1.23 relative risk associated 
vith ETS vas high enough to declare ETS a human 
carcinogen. 

The EPA also cited the lack of animal studies, saying 
that without such evidence it could not support a 
conclusion that EMF vas carcinogenic. 

Consider, again, that no animal inhalation study involving 
STS has resulted in an increased incidence of lung cancer 
in laboratory animals. 

Why did the Environmental Protection Agency say the lack 
of supoortive animal studies prevented it troni supporting 
a conclusion that electromagetic fields were carcinogenic, 
then proceeds to ignore or judge inconsequential the 
negative results or ETS animal studies? Why did the EPA 
require animal studies for EMF and not require animal 
studies tor ETS? 
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My last: example has to do with another EPA risk 
assessment,' this one on diesel exhaust or diesel 
emissions. 

After its review or the data, the EPA declared the 
epidemiological evidence limited because only a rev of the 
studies actually measured diesel exhaust exposure directly 
through analytical metering devices. In other words, 
relying on questionnaires was not enough to come up with a 
definitive answer. Not wanting to rely solely on 
questionnaires, the EPA declared the evidence limited. 

However, in the case of ETS the EPA declared the 
epidemiological studies to be sufficient. The EPA did not 
need studies that actually measured ETS exposure as it did 
in the case of diesel exhaust. The quest:ionnaires were 
enough. 
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I rind chess inconsistencies do be baffling. rt seems c 
me that the EPA has gone out of its way to change the 
rules of the game just for ETS. That ETS was doomed to b< 
declared a carcinogen no matter what the scientific 
evidence actually indicated. 

Why didn't the SPA use the same guidelines it had applied 
to other risk assessments? Because under the standard 
guidelines, ETS could not be classified as a human 
carcinogen. And that is not what the EPA wanted to 
conclude. 

And why not? 

That brings me to my point about bias and social 
engineering. 

Many, many groups and organizations want cigarette smokinc 

to be eliminated. Anything that can be done to' reach that 

objective, in their minds, is appropriate. If declaring 

ETS a carcinogen furthers that effort, then that is what 

should be done regardless of what the science says. 

Because the end justifies the means, the scientific data 

can be ignored. isj 
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your attention a 

rU> 05 

hat demonstrates 


study cp-am-ibS'iujreil ’by 
the kind of bias I am 





calking about. 


—L fe - vas ot h?— trai l e r C h art the scientific data on STS was not 
V^v-Jr Vtv<?^ 

compelling^ that the term 

environmental tobacco smoke alone caused people to look at 
the science in a different ,vay. That STS was oad no 


matter what the science said. 


T-^_-eee-drfi--ve-'-w^—we-'-gave- pvo groups of scientists 
#jfL_ the same set of information. One set of information was 

labeled, "This is environmental tobacco smoke and this is 
the data." The other set of information was labeled, 
"This is substance X and this is the data." Both groups 
of scientists were told that this was a study of 
reportedly hazardous substances. 
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70 percent of the scientists who had been informed that 


ETS was the agent in question said it was a serious risk. 


However only 33 percent of the scientists who were dealinc 


with substance X thought it was serious. A twofold 


difference based solely on the name of the substance. 


Again, that was after both groups were informed that 


the study was about reportedly "hazardous 1 ' substances. 


This study also included two other substances — dioxin 


and radon. The methodology was the same. One group knew 
it was dioxin, the other knew it as substance Y. one 


group knew it as radon, the other group knew it as 


substance Z. 


51 percent of the scientists who had been informed that 
dioxin was the agent said it was a serious risk. 42' 


percent of the scientists who were dealing with substance 


Y said it was a serious risk. 


The disparity is not nearly as great as with the STS 
example. 
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Hot surprisingly, the radon results '-'ere similar to che 
dioxin results. 

91 percent o£ the scientists who had been mrormed that 
radon vas the agent in question deemed It to be a serious 
risk yhile 73 percent of the scientists dealing with 
substance 2 did the same. 

Again, the disparity is not nearly as great as with the 
ETS example. 
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Given these 

V CO 

days J&—e w '- fe 
bias exists, 
general and 
conclusions 


CX^> p-CCi-V 7 

results and vhat vr - J ' 


OS t^adj. 

these 


- - se - e iy ov -a-a-yonc c ^ n —deiyy-^teha-t a significant 
that the mere mention of STS causes people 
scientists in particular to jump to 
regardless of the scientific data. 




in 


This only strengthens my belief that a social agenda, and 
not a scientific agenda, is undermining the realities 
presented by the hard data. 
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Because of this social agenda to eliminate smoking under 
any and all conditions, the science is being ignored. Th 
science does not matter, nothing matters as long as thi- 
social agenda Is advanced. 




Another case in ooint. 


■to ScW^ 5 -. 


a. 



A 




SLIDE 27 - 
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Last October, L sent a copy of the rale study to Michael 
Gough, Program Manager, Biological Application Program, 1 
the office of Technology Assessment of the Congress of t‘h 
United States. The Yale study, you will recall, vas the 
largest study on ZTS ever conducted in the United States. 
And it reported no statistically significant increased 
risk due to STS exposure in the home by a spouse, v;orkplace- 
or in social settings. 
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Here, is Mr. Gough's response. 


Dear Dr. Horeiii: 

Thank you tor your earlier mailing of the Varela Ph.D 
thesis and your letter of October 3, 1990. Without 
careful reading of the thesis or careful attention to the 
ET3 issue, I tend to agree with the thesis and the general 
conclusions of your letter. On the other hand, I probably 
profoundly disagree with any use that might be made of 
those conclusions by Philip Morris or any other tobacco 
company. Anything that reduces smoking has substantial 
health benefits, and making smokers into pariahs, for 
whatever reasons, does just that. 

I doubt that either of us benefits from my being on your 
mailing list. Please remove ray name. 

Sincerely, 

Michael Gough 
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(Mr 

As you can see )Xz tends to agree with the findings of the 
study,. He agrees with the science. He says the science 
is right. Then he says the science doesn't natter. He 
further says, for all intents and purposes that these 
data should be ignored because of the social agenda 
against smoking. 
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As a scientist, I find this kind of attitude to be 
most disturbing. Science is, after all, the pursuit or 
knowledge based on truth. Science is not meant to 
conform, regardless of fact or lack thereof, to the 
preconceived notions of individuals who have taken it 
upon themselves to validate a theory that is based on • 
conjecture or the social whims or beliefs of specific 
groups of individuals. Science is meant to find the 
truth, and when it comes to ETS, scientific truth has 
fallen by the wayside. 
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Our— b s- p e_Ls—fe- ha - fr science and truth will ultimately 

prevail. The draft risk assessment and the comments of 
the Science Advisory Boara are -barrk in the hands or the 
EPA. The EPA is assessing these comments and revising the 
risk assessment on that basis. The EPA still has the time 
and opportunity to reassess its draft findings and to 
include the most recently available studies which report 
no increased risk of lung cancer from ETS. 

I do not know how it will turn out. I can only hope the 
EPA will base its final views on the body of science 
available and along the same guidelines that all risk 
assessments are meant to be conducted. 

The EPA, in this matter, operates in an advisory capacity. 
It does not have any regulatory authority on this issue. 
Regulatory authority for workplace exposures are within 
the domain of the Occupational Safety Health 
Administration. Nevertheless, the EPA's advice and 
views carry significant weight. 



Source: https://www.industrydocuments.ucsf.edu/docs/mzwkOOOO 
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As I 

soared 

earlier. 

I e; 

<pect you ro 

be 

skeptical about 

V h O. 

I have 

presented 

to 

you today. 

T 

do not expect you 

co be 

lieve 

me. I do 

not 

expect you 

to 

take my word at 


Lace value. I ask only that you in media apply your 
professional skepticism to both sides of the issue. Be as 
rough, as critical, as inquiring and as skeptical with 
those vho do not share our views as you are with «us. &£i 

1 r .e .a sk ing fjo r _ 

t r\i%-h -to - s ee the light of day. _ 

I'll be happy to answer any questions you might have. 


« 


f 
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